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REMARKS 

This responds to the Office Action mailed on August 26, 2005, and the references 
cited therewith. 

Claim 34 has been added and claims 13, 17 and 18 are canceled without prejudice 
to their prosecution in another application. Accordingly, claims 1-12, 14-16 and 19-34 
are now pending in this application. However, as a result of the Restriction Requirement, 
the Examiner has withdrawn claims 1-12, 14-16 and 26-33 from consideration. Thus, 
claims 19-25 and 34 are now under examination. 

Support of the subject matter of claim 34 can be found throughout the 
specification, for example, at page 28, lines 9-23. 

The dependencies of claims 19-24 have been amended (to depend from claim 25). 
In claim 25, the terms "topically" and "one or more" have been added, and "consists of 
has replaced "comprises." The language of claims 19, 21-24 has been amended in view 
of the addition of "one or more" to claim 25. In addition, the term "recognized and" has 
been deleted from claim 21. The term "inhibits" has replaced "can inhibit" in claims 22 
and 23. 

Applicant submits that the language of the claims is fully supported by the 
specification as originally filed and that these changes add no new matter to the 
specification or claims. 

Restriction Requirement 

While Applicant does not agree with the Examiner's comments on the Restriction 
Requirement, Applicant has noted that the requirement is now final. Applicant 
appreciates the joinder of claim 25 to Group V. 

Abstract 

The Examiner objects to the Abstract as not being fully descriptive of the instant 
invention (as a result of the Restriction Requirement). Applicant has amended the 
Abstract to recite: "The present invention provides methods of using small cyclic 



AMENDMENT AND RESPONSE TO OFFICE ACTION UNDER 37 C.F.R. 1.11 1 Page 13 

Serial No. 10/680,557 Atty. Docket No. 1443.067US1 

Filed: October 7, 2003 

Title: COMPOSITIONS OF SUNFLOWER TRYPSIN INHIBITORS 



peptides that can inhibit or prevent skin irritation caused by proteolytic activity." 
Withdrawal of this objection is respectfully requested. 

Specification 

The Examiner has objected to specification as allegedly having certain 
informalities. These objections are addressed separately below. 

First, the Examiner objects to the language at page 36, lines 26-29. Applicant has 
added the term "language" at line 25 to clarify the language of this paragraph. Applicant 
submits that the language of the specification at page 36, lines 26-29 is appropriate and 
requests withdrawal of this objection. 

Second, the Examiner objects to the definition of "a," "an," and "the" at page 36, 
lines 21-23, as including the plural. Applicant submits that it is well settled that an 
inventor may be his or her own lexicographer and give terms in the specification even 
uncommon meanings, so long as the inventor's intent to define a word is readily apparent 
in the specification. Intellicall, Inc. v. Phonometrics, Inc., 952 F.2d 1384, 1388, 
21USPQ2d 1383, 1386 (Fed. Cir. 1992); Multiform Desiccants, Inc. v. Medzam, Ltd., 133 
F.3d 1473, 1477, 45 USPQ2d 1429, 1432 (Fed. Cir. 1998) ("When the meaning of a term 
is sufficiently clear in the patent specification, that meaning shall apply.") Applicant 
requests withdrawal of this objection. 

Third, the Examiner alleges that the specification contains a hyperlink at page 9 

that must be deleted, citing MPEP § 608.01. Applicant submits that MPEP § 608.01 

states only that incorporation by reference of a hyperlink is not permitted: 

An incorporation by reference by hyperlink or other form of 
browser executable code is not permitted. See 37 CFR 1.57(d) and 
MPEP § 608.01. 

MPEP § 608.01(p). Applicant submits that mere citation to a website is permissible and 
rejects withdrawal of this objection. 

Fourth, the Examiner alleges that the validity of the alleged trademark at page 30, 
line 1 1 should be respected by insertion of™ or ®. Applicant submits that it is not 
known whether "Sepigel 305" is actually a valid trademark. Hence, it may be 
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inappropriate to label "Sepigel 305" as a trademark. Moreover, it is clear from the 
context that "Sepigel 305" is a trade name because the term "Trade name" immediately 
precedes the word "Sepigel." In addition, the supposed owner of this trade name is 
clearly identified immediately after the term "Sepigel 305" because the specification 
states that "Sepigel 305" is "from Seppic Corporation (Fairfield, N.J.)." Applicant 
submits that the proprietary nature of "Sepigel" has been respected, that the ownership of 
the supposed trade name is acknowledged in Applicant's specification and that no more 
is needed. Withdrawal of this objection is respectfully requested. 

Applicant acknowledges the Examiner's request for cooperation in correcting any 
typographical errors that become apparent. 

Claim Objections 

The Examiner has objected to claims 13 and 25 for use of "a." While Applicant 
believes that this term is clear in view of the definition in the specification, pursuant to 
the Examiner's suggestion, Applicant has amended claim 25 to recite "one or more" 
peptides. Claim 25 has been cancelled without prejudice to its prosecution in another 
application. Applicant requests withdrawal of this objection. 

The Examiner has also objected to claims 17-24 as depending from nonelected 
inventions. Applicant submits that the dependencies of claims 17-24 have been amended 
and requests withdrawal of this objection. 

The Examiner has also objected to claim 19 as allegedly being of improper 
dependent due to the use of "a" in claim 13. This objection has been addressed in the 
claims as presently presented. Applicant requests withdrawal of this objection. 

Enablement Rejection under 35 U.S.C. §112, first paragraph 

Claims 13, 17-24 and 25 have been rejected under 35 U.S.C. §1 12, first paragraph, 
as allegedly lacking enablement. The Examiner has asserted that while the specification 
enables treatment of skin irritation with peptides having cyclo (SEQ ID NO: 1), the 
specification does not enable prevention of skin irritation with any peptide or all other 
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cyclo peptides having a sequence of formula I. 

Applicant submits that the claims as currently presented fully enable a method for 
treating or preventing a skin irritation on a mammal by topically administering to the 
mammal an effective amount of one of the three peptides recited. 

Withdrawal of this rejection under 35 U.S.C. §112, first paragraph, is respectfully 
requested. 

Written Description Rejection under 35 U.S.C. §112, first paragraph 
Claims 13, 17-24 and 25 have been rejected under 35 U.S.C. §1 12, first paragraph, 
as allegedly failing to comply with the written description requirement. The Examiner 
has asserted that the claims contain subject matter that is not described in the 
specification in such a way as to reasonably convey to the skilled artisan that the inventor 
had possession of the claimed invention at the time of filing. 

Applicant submits that the claims as currently presented fully comply with the 
written description requirement in particular because they recite the exact sequence of 
every peptide recited in the claims. Hence, the complete structure of each peptide is 
provided. 

Withdrawal of this rejection under 35 U.S.C. §1 12, first paragraph, is respectfully 
requested. 

Indefinite/less Rejection under 35 U.S.C. §112, second paragraph 
Claims 13, 17-24 and 25 have been rejected under 35 U.S.C. §112, second 
paragraph, as allegedly indefinite for use of terminology "a" cyclic peptide (in claims 13 
and 25), "cysteine-like" (in claim 13), "is recognized" (in claim 21), "can inhibit" (in 
claims 22-23) and "a-trypsin" (in claim 23). 

As shown in the claims as presently presented, this rejection has been obviated 
with respect to terminology "a" cyclic peptide (in claim 25), "cysteine-like" (claim 13 has 
been cancelled), "is recognized" (in claim 21), and "can inhibit" (in claims 22-23). 

The Examiner has stated that "a-trypsin" in claim 23 is indefinite because "a- 
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trypsin" is not a known serine protease. Applicant submits that the claims as filed recited 
"/3-trypsin," not "a-trypsin" and that /3-trypsin is clearly a known protease (for example, 
bovine pancreatic beta-trypsin is classified as EC 3.4.21.4). 

Applicant submits that the claims as currently presented are definite and requests 
withdrawal of this rejection under 35 U.S.C. §112, second paragraph. 

First Rejection under 35 U.S.C. §102 

Claims 13, 17-25 have been rejected under 35 U.S.C. § 102(b) as allegedly 
anticipated by Sunflower Seeds (http://www.whfoods.com/genpage.php? 
name=foodspice&dbid=57, "Sunflower"). According to the Examiner, Sunflower 
teaches eating sunflower seeds as a snack, and anyone who eats sunflower seeds is 
inherently administering SFT-1 and practicing the method as claims. 

Claim 13 has been cancelled without prejudice to its prosecution in another 
application. Claim 25 as currently presented recites that the peptide(s) are topically 
administered. Nowhere does Sunflower disclose the present peptides or topical 
administration of the present peptides. 

Applicant requests withdrawal of this rejection under 35 U.S.C. §102(b). 

Second Rejection under 35 U.S.C. §102 

Claims 13, 17-25 have been rejected under 35 U.S.C. § 102(b) as allegedly 
anticipated by U.S. Patent 6,627,178 to Cawthon. According to the Examiner, Cawthon 
teaches a method of treating diaper rash by application of a diaper rash system that 
includes sunflower seed oil. The Examiner asserts that sunflower seed oil inherently has 
SFTI-1, citing to Rourke (WO 99/45974). 

Applicant submits that there is no evidence that sunflower seed oil has SFTI-1 
either in the Cawthon reference or in the Rourke reference. Contrary to the Examiner's 
assertions, Rourke discloses nothing about sunflowers or sunflower trypsin inhibitors. 
The terms "sunflower," "sfti" and "stf ' appear nowhere in Rourke. 

Cawthon is limited to a teaching that sunflower oil (not SFTI-1) may be used in 
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various compositions. The term "sunflower" appears in Cawthon just four times and the 
terms "inhibitor" and "sft" appear nowhere in Cawthon. Thus, while Cawthon may teach 
that sunflower oil can be used in compositions, there is no disclosure or suggestion in 
Cawthon, either explicitly or inherently, that a sunflower inhibitor should be used in a 
composition. 

Moreover, if the Examiner meant to cite Korsinczky et al. (Curr. Protein Peptide 
Sci. 5:351-64 (2004)) as evidence that sunflower oil inherently contains STFI-1, 
Applicant finds no such teaching or suggestion in Korsinczky. Instead, Korsinczky 
discloses that, "STFI-1 was isolated by a procedure involving separation of an aqueous 
extract of defatted sunflower seeds ..." See, Kosinczky at page 352, right column. 
Clearly, STFI-1 is soluble in aqueous solutions, and is not found in the oil of sunflower 
seeds. Accordingly, there is no evidence of record that sunflower inhibitors like STFI-1 
are found in sunflower oil. 

Withdrawal of this rejection of claims 13, 17-25 have been rejected under 35 
U.S.C. § 102(b) is respectfully requested. 

Rejection under 35 U.S.C. §1 03(a) 
Claims 13, 17-25 have been rejected under 35 U.S.C. § 103(a) as allegedly 
unpatentable over Rourke (WO 99/45974 Al) in view of Korsinczky (PTO-1449, 
8/1 1/05). According to the Examiner the combination of Rourke and Korsinczky render 
the present claims unpatentable. 

Applicant notes that two Korsinczky references have been cited to the Examiner 
in separate Information Disclosure Statements and assumes that the Examiner is referring 
to Korsinczky et al., Curr. Protein Peptide Sci. 5:351-64 (2004) submitted in the 
Information Disclosure Statement dated August 9, 2005). Clarification is requested. 

Applicant traverses this rejection on the grounds that there is no motivation to 
combine the Rourke and Korsinczky references, and that one of skill in the art would not 
have a reasonable expectation of successfully producing Applicant's invention from this 
combination of references. 
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Rourke (WO 99/45974 Al) 

Rourke discloses nothing about sunflower trypsin inhibitors. The terms 
"sunflower," "sfti" and "stf appear nowhere in Rourke. 

Instead, Rourke generally discloses protease inhibitors in absorbent articles and 
specifically discloses Composition A that is made by mixing the following components 
together: (i) 99 parts of a melted (i.e., liquid) base composition containing 58 parts 
petrolatum (available from Witco Corp., Greenwich, CT as White Protopet); 41 parts 
stearyl alcohol (available from the Procter and Gamble Co., Cincinnati, OH as C01897); 
and 1 part aloe extract (available from Madis Botanicals, Inc., S. Hackensack, NJ as 
Veragel Lipoid in Kaydol), with (ii) 1 part hexamidine diisethionate (available from 
Laboratories Serobilogiques, Pulnoy, France as Elestab HP 100). 

Korsinczky et al. Curr. Protein Peptide Sci. 5:351-64 (2004) 

Korsinczky is a research article that discloses sunflower trypsin inhibitor- 1 (SFTI- 
1), which inhibits trypsin. Korsinczky teaches that SFTI-1 is a circular peptide with 14 
amino acids. Nowhere does Korsinczky disclose use of SFTI-1 for preventing skin 
irritation. Nowhere does Korsinczky teach use of SFTI-1 in a topical composition. 
Nowhere does Korsinczky teach use of SFTI-1 in an absorbent article. 

Applicant submits that there is no motivation to modify the teachings of 
Korsinczky and/or Rourke to generate the present invention. Withdrawal of this rejection 
of claims 13, 17-25 under 35 U.S.C. §103(a) is respectfully requested. 
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CONCLUSION 

Applicant respectfully submits that the claims are in condition for allowance, and 
notification to that effect is earnestly requested. The Examiner is invited to telephone 
Applicant's attorney at (516) 795-6820 to facilitate prosecution of this application. 

If necessary, please charge any additional fees or credit overpayment to Deposit 
Account No. 19-0743. 
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